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DETAILED ACTION 



Claim Rejections - 35 USC §112 



1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1 -1 1 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 1 -1 1 are not commensurate in scope with the 
preamble because it is unclear where an analysis step takes place and as such it is 
unclear whether the claims are directed to an analyzing method or a method of data 
manipulation. 



Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 



2. Claims 1-22 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 



Claim Rejections - 35 USC § 101 



1. 



35 U.S.C. 101 reads as follows: 



Regarding claims 1-11, claims 1-1 1 are directed the mental steps of correcting 
and comparing data and as such do not represent statutory subject matter. 
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Regarding claims 12-22, claims 12-22 are directed to a computer program and 
are not claimed as embodied in a computer readable medium and computer programs 
claimed as computer listings perse, i.e., the descriptions or expressions of the 
programs, are not physical "things." They are neither computer components nor 
statutory processes, as they are not "acts" being performed. Such claimed computer 
programs do not define any structural and functional interrelationships between the 
computer program and other claimed elements of a computer which permit the 
computer program's functionality to be realized. In contrast, a claimed computer- 
readable medium encoded with a computer program is a computer element which 
defines structural and functional interrelationships between the computer program and 
the rest of the computer which permit the computer program's functionality to be 
realized, and is thus statutory. See Lowry, 32 F.3d at 1583-84, 32 USPQ2d at 1035. 
Accordingly, it is important to distinguish claims that define descriptive material perse 
from claims that define statutory inventions. (See MPEP 2106.01) 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 



Application/Control Number: 10/551,148 
Art Unit: 1797 



Page 4 



granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-9, 11, 14-20, and 22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Norton (US 6,989,100). 

Regarding claim 1 Norton discloses a sample analyzing method, which 
comprises: 

a step (a) of correcting at least a one-dimensional parameter in multi-dimensional 
data obtained as a result of the analysis of a sample; and 

a step (b) of comparing the corrected data obtained in said step (a) for multiple 
samples. 

(See Col. 1 Lines 15-21 and Col. 1 Lines 40-43 where in samples comprising 
multidimensional data retention time is corrected through time-aligning and the 
corrected data is compared among samples) 

Regarding claim 2 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein said multi-dimensional data is three- 
dimensional data consisting of a parameter indicating a mass-to-charge ratio, a 
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parameter indicating ionic intensity, and a parameter indicating a retention time, 
obtained as a result of chromatography mass spectrometry, and wherein the parameter 
indicating a retention time is corrected in said step (a). 

(See Col. 1 Lines 15-21 where the parameters are disclosed and Col. 1 Lines 40-43 
where retention time is corrected through time-aligning) 

Regarding claim 3 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein, in said step (a), profiles regarding 
parameters, from which a parameter as a correction target has been excluded, are used 
as reference profiles, and wherein using an evaluation function acting as a scale of 
position similarity regarding a plurality of reference profiles among multiple samples, the 
position of each profile is determined as a problem of finding an optimum solution which 
optimizes the value of said evaluation function. 

(See Col. 6 Lines 17-53 where profiles are data sets and data sets not being corrected 
are reference data sets and multiple sample data sets are compared to reference data 
sets based on similarity using a function and an optimum solution is found based on 
said function) 

Regarding claim 4 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein said evaluation function is 
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defined with one or more terms selected from the group consisting of the following 
terms (1) to (5): 

(1) a term regarding similarity and/or distance among profiles regarding a 
parameter of a correction target; 

(See Col. 6 Lines 30-53 where the function (2) contains a term regarding the distance 
among data sets) 

Regarding claim 5 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein, in said step (a), dynamic programming 
algorithm is used, when the value of said evaluation function is optimized as a problem 
of finding an optimum solution regarding said parameter of a correction target. 
(See Col. 6 Lines 53-60 where a dynamic program is used to find an optimum solution 
to a function to correct a parameter of a target sample) 

Regarding claim 6 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein, in said dynamic programming algorithm, 
when the optimal correspondence of data points contained in a parameter of a 
correction target is evaluated by calculating scores, the score of a correspondence 
regarding data points derived from a reference material is set by a point-addition scoring 
system. 
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(See Col 6 Lines 17-60 where a dynamic program is used to find an optimal solution to 
function (2) by using a score, which is a distance, calculated by adding terms) 

Regarding claim 7 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein, in said dynamic programming algorithm, 
when the optimal correspondence of data points contained in a parameter of a 
correction target is evaluated by calculating scores, a constraint condition is set, in 
which a correspondence regarding data points derived from a reference material is 
necessarily corresponded at a designated point. 

(See Col. 8 Lines 16-33 where a constraint regarding data analyzed is set so the data 
must correspond to each other in at least one point or peak.) 

Regarding claim 8 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein said sample comprises a protein group 
and/or a peptide group. (See Example 1 where human serum comprises proteins) 

Regarding claim 9 Norton discloses all the claim limitations as set forth above as 
well as the sample analyzing method wherein said multiple samples comprise a 
reference material. (See Col. 4 Lines 35-50 where a reference material is selected from 
among samples) 
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Regarding claim 1 1 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing method wherein said reference material is added to 
said sample in a state where it is immobilized in gel. (See Col. 3 Lines 50-55 where 
sample is added in gel form and Col. 4 Lines 36-50 where reference material is a 
sample) 

Regarding claim 12 Norton discloses a sample analyzing program for allowing a 
computer to execute: 

a procedure (a) of inputting multi-dimensional data obtained as a result of the 
analysis of a sample; 

a procedure (b) of correcting the data of at least a one-dimensional parameter 
from among the inputted multi-dimensional data; and 

a procedure (c) of comparing multi-dimensional data including the data corrected 
in said procedure (b) for multiple samples. 

(See Col . 4 Lines 4-1 0 where data is input into a computer as a result of the use of an 
analytical instrument Col. 1 Lines 15-21 and Col. 1 Lines 40-43 where retention time is 
corrected through time-aligning and corrected data is compared among samples) 
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Regarding claim 13 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein said multi dimensional data is three- 
dimensional data consisting of a parameter indicating a mass to-charge ratio, a 
parameter indicating ionic intensity, and a parameter indicating a retention time, 
obtained as a result of chromatography mass spectrometry, and wherein the parameter 
indicating a retention time is corrected in said procedure (b). 

(See Col. 1 Lines 15-21 where parameters are disclosed and Col. 1 Lines 40-43 where 
retention time is corrected through time-aligning) 

Regarding claim 14 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein wherein, in said procedure (b), 
profiles regarding parameters, from which a parameter as a correction target has been 
excluded, are used as reference profiles, and wherein using an evaluation function 
acting as a scale of position similarity regarding a plurality of reference profiles among 
multiple samples, the position of each profile is determined by optimizing the value of 
said evaluation function as a problem of finding an optimum solution. 
(See Col. 6 Lines 17-53 where profiles are data sets and data sets not being corrected 
are reference data sets and multiple sample data sets are compared to reference data 
sets based on similarity using a function and an optimum solution is found based on 
said function) 
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Regarding claim 15 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein said evaluation function is defined 
with one or more terms 

(1) a term regarding similarity and/or distance among profiles regarding a 
parameter of a correction target; 

(See Col. 6 Lines 30-53 where the function (2) contains a term regarding the distance 
among data sets) 

Regarding claim 16 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein, in said procedure (a), dynamic 
programming algorithm is used, when the value of said evaluation function is optimized 
as a problem of finding an optimum solution regarding said parameter of a correction 
target. 

(See Col. 6 Lines 53-60 where a dynamic program is used to find an optimum solution 
to a function to correct a parameter of a target sample) 

Regarding claim 17 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein, in said dynamic programming 
algorithm, when the optimal correspondence of data points contained in a parameter of 
a correction target is evaluated by calculating scores, the score of a correspondence 
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regarding data points derived from a reference material is set by a point-addition scoring 
system. 

(See Col 6 Lines 17-60 where a dynamic program is used to find an optimal solution to 
function (2) by using a score, which is a distance, calculated by adding terms) 

Regarding claim 18 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein in said dynamic programming 
algorithm, when the optimal correspondence of data points contained in a parameter of 
a correction target is evaluated by calculating scores, a constraint condition is set, in 
which a correspondence regarding data points derived from a reference material is 
necessarily corresponded at a designated point. 

(See Col. 8 Lines 16-33 where a constraint regarding data analyzed is set so the data 
must correspond to each other in at least one point or peak.) 

Regarding claim 19 Norton discloses all the claim limitations as set forth above 
as well as the he sample analyzing program wherein said sample comprises a protein 
group and/or a peptide group, and wherein multi-dimensional data derived from said 
protein group and/or peptide group are analyzed. (See Example 1 where a sample 
comprises human serum which comprises proteins and data is obtained from said 
sample and analyzed) 
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Regarding claim 20 Norton discloses all the claim limitations as set forth above 
as well as the he sample analyzing program wherein said multiple samples comprise 
reference materials, and wherein multi-dimensional data derived from these reference 
materials and multi-dimensional data derived from components contained in said 
samples are used in said procedure (b). (See Col. 4 Lines 35-50 where a reference 
material is selected from among samples and data is aligned) 

Regarding claim 22 Norton discloses all the claim limitations as set forth above 
as well as the sample analyzing program wherein said reference material is added to 
said sample in a state where it is immobilized in gel. (See Col. 3 Lines 50-55 where 
sample is added in gel form and Col. 4 Lines 36-50 where reference material is a 
sample) 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 10 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Norton (US 6,989,100) as applied to claims 1-9, 11, 14-20, and 22 above, and 
further in view of Teschemacher et al. (US 4,681 ,871 ) 

Regarding claim 10 Norton discloses all the claim limitations as set forth above 
but does not specifically disclose the sample analyzing method wherein said reference 
material is at least one type of peptide selected from the group consisting of peptide T 
(Ala-Ser Thr-Thr-Asn-Tyr-Thr), beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle), and 
a structural analog thereof. 

Teschemacher et al. discloses a sample analyzing method wherein a sample is 
analyzed based on the use of liquid chromatography and wherein the sample contains 
beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle). (See Example 1 where beta- 
casomorphin-7 is isolated as a result of liquid chromatography) 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to use beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle) as disclosed by 
Teschemacher as the reference material in the sample analyzing method of Norton 
because beta-casomorphin-7 fulfills the need for a specific biological sample to be 
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analyzed which is compatible with chromatographic instruments and can be used as a 
reference material (See Norton Col. 3 Lines 50-66 and Col. 4 Lines 36-50) and is known 
to be analyzed using chromatographic methods. 

Regarding claim 21 Norton discloses all the claim limitations as set forth above 
but does not specifically disclose the sample analyzing program wherein said reference 
material is at least one type of peptide selected from the group consisting of peptide T 
(Ala-Ser-Thr-Thr-Asn-Tyr-Thr), beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle), and 
a structural analog thereof. 

Teschemacher et al. discloses a sample analyzing method wherein a sample is 
analyzed based on the use of liquid chromatography and wherein the sample contains 
beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle). (See Example 1 where beta- 
casomorphin-7 is isolated as a result of liquid chromatography) 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to use beta-casomorphin-7 (Tyr-Pro-Phe-Pro-Gly-Pro-lle) as disclosed by 
Teschemacher as the reference material in the sample analyzing program of Norton 
because beta-casomorphin-7 fulfills the need for a specific biological sample to be 
analyzed which is compatible with chromatographic instruments and can be used as a 
reference material (See Norton Col. 3 Lines 50-66 and Col. 4 Lines 36-50) and is known 
to be analyzed using chromatographic methods. 
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Conclusion 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JONATHAN M. HURST whose telephone number is 
(571)270-7065. The examiner can normally be reached on Mon. - Thurs. 6:30-5:00; 
Every Fri. off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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